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September 22, 1999

Jane E Henney, MD, Commissioner
Food & Drug Administration
Parklawn Bldg Rm 14-71
5600 Fishers Lane
ROCKVILLE MD 20857

cc: Virginia L. Wilkening, Acting Director, Office of Food Labeling; Joseph Levitt,
Director, Center for Food Safety & Applied Nutrition; William Hubbard, Associate
Commissioner, Office of Policy Coordination.

Re: Docket No. 97 P-0498/CPl

Dear Dr. Henney:

I am writing to you at the suggestion of my old friend and colleague Elkan Blout, who

thinks you would be interested in the scientific issue here concerning caffeine.

More than two years ago, on July 7, 1997, a petition was filed with FDA, initiated by

Professors John Hughes (University of Vermont), Roland Griffiths (Johns Hopkins) and

me (Stanford), and co-signed by 21 other academician experts, requesting that the

amount of caffeine (in excess of 5 mg per serving) in foods or beverages be stated on

the label.

This petition was submitted simultaneously with one from the Center for Science in the

Public Merest requesting the same action.

Both petitions are appended to this letter as Attachments 7

chronological history of our thus-far unsatisfactory dealings

Attachment 3.

and

with

My personal research interest in caffeine dates back 35 years to

2, and the

FDA is appended as

my conduct of the very

first double-blind rigorously controlled clinical trials with this drug (1,2). And as recently

as two years ago, I conducted a survey of caffeine consumption and its effects in school

children (3). (These references, cited below, were not included among those submitted

with our petition.)

All studies of caffeine have shown it to be an addictive psychostimulant with adverse C57
dose-related health effects in users. Chronic high dosage leads to dependence, as has
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been shown repeatedly by a withdrawal syndrome (recognized in DSM-IV), which is

characterized by headache, fatigue, dysphoria, and cognitive and somatic

disturbances. Caffeine is added to soft drinks; and children may consume very large

daily amounts -- sometimes the equivalent of several cups of coffee for an adult.

We do not see anything complex about our request that the amount per serving be

disclosed on the label. We believe that parents have a riaht to kno w how much their

children are consuming, Present labeling regulations require only that the presence of

added caffeine, but not its amount, be stated.

We would very much appreciate your taking a personal interest in this, At the least, we

would like to be told what the so-called “complex issues” are (see Attachment 3). Then

we and FDA might be able -- in a spirit of cooperation -- to resolve them in the interest

of the public. We urge FDA to include caffeine labeling as a high priority issue for the

coming year.

References not included in petition:

(1) A Goldstein: Arch Exp Pathol Pharmakol, 248,269-278,1964.

(2) A Goldstein et al: J Pharmacol Exper Ther 149,156-1 59;1 50,146-151,1 965;

Clin Pharmacol Ther 10,477-488 ;489-497,1 969.

(3) A Goldstein&ME Wallace: Exper Clin Psychopharmacol 5,388-392,1997.
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Dear Dr. Friedman,

We are scientists who have extensively researched the behaviod effecti of caf%eine. we
are writing to petition the FDA to include information on caffeine con~nt in the labeling of foods
and beverages. Our petition is based on recent evidence of the adverse behafiortd effects of
cfieine including the possibility of dependence.

s~ecifidh. we ~ods ad bev~
. !:

) w~ of c~
,.

The rationale for this recommendation is threefold: 1) caffeine can and does produce -
behavioral problems in aduks and children, 2) caffeine use is ubiquitous, and 3) many consumers
wish to know ctieine levels.

Recent evidence has coniirmed clinical observation that caffeine can induce anxie&,
insomnia, intoxication (restlessness, difficulty concentrating, etc) and withtiti (lwadwhes,
drowsiness, fatigue, etc.) (1,2). In fac~ in some individds, anxiew an occw tith use of as
little as 250 mg of caffeine (3) and withdrawd with as little as 100 mgMay (4). That c@ei.ne can
induce these problems is based on multiple well-controlled scientific studies (5,6). For exampl$~,,
caffeine can induce true panic attacks requiring medical treatment in susceptible individuals (6); !
The evidence of behavioral harm is sufficient such that it is reco~=d by the Americm
Psychiatric Association in its ~-IV official nomencla~e (7) and in almost all stantid ,1
medical textbooks.

Behavioral problems from caffeine are not rare. In one population-b~ed study of adults

(8), 30V0of users reported caffeine-induced anxiety in the last year and 39V0reported caffeine-
induced insomnia. Of those who stopped caffeine use, 24°Areported meeting the fidl DSM-N ~i,:
criteria for a withdrawal syndrome.

.,
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Behavioral problems from caffeine are not confined to adults. Several experimental
studies have demonstrated that some doses of caffeine can cause anxiety and restlessness in ‘I~w1::
children (9), In addition, caffeine may have dependence potential ‘incfildrgn (1(),11). In one ‘
study, several children repeatedly chose caffeinated sodas in preference to uncmeinated sod~ in
double-blind tests (11). The caffeinated and noncaffeinated sodas did not differ in taste tests;
thus, it is clear these children were using the sodas for tie pharmacologi~,~ P&@ qfcaffeine+, In

,,
another study, when 6-12 year old chikiren abruptly stopped caffeine, th~]~#~i&to “atteridjo a
task worsened and they developed headaches (10). ,il, ,,. .!:,,!ll !,. :: .,,.,’ , Ii,.,,, ,,,

,. ,, ,J,: .’,; ,-,1..?. ,,.r.,... .

Caffeine is the most widely used psychoactive drug in the U.S. (12). It is also the only ,”
pharmacologically active and psychoactive substance permitted to be added ‘tofoods ~d
beverages. The usual dose of ctieine from brewed coffee is approximately i100 mg/6’oz swing,

...

from tea is 40 mg/6 oz serving and from soda is 40 mg/12 oz serving (12)7 ~‘ I, ! ,‘ ‘L ,
,“

. ... ,, ,’,:, .

In the most recent surveys(12, 13), 83?40of adults report currently using cafXeinewith all , ‘‘ ,
,::!,:.

mean intake of 200-250 mg/day among users. Among children, in the last nationjtide survey
(14), 98% consumed caffeine in the last week, The mean caffeine intake argong children is low ~
(1.0 mg/kg/day compared to 3.0 mg/k~day in adults); however, there *e some chikiren with “
relatively high intakes (12), Coffee remains the greatest contributor, of caffeine intake in adults
(12); however, there has been a dramatic increase in caffeinated soda ‘Mein adults the last 20 ~
years (15). Sodas are the major source of caffeine for children(15)

It is important to recognize the ubiquity of caffeine use for WQ re~ons. First, the ‘~’“
widespread use of caffeine makes it similar to protein, fat, cholesterol, c’hrbohydrates and other
currently labeled food ingredients in that it is consumed daily by almost the entire population.
Second, the public health importance of exposure to a substance is the product of its impact and ‘
its degree of exposure, Thus, for example, a caffeine-induced problem ,~t”occ~s in only 5% of
users will still affect some 10 million consumers ( 1),

,., ,., . . .:,
,., ,.. .

The public’s interest in the ctieine content of beverages and foods’has increased”
substantially in the last decade. This is best illustrated by substantial sales of decai%einated
coffees and teas and noncaffeinated sodas; e.g., about 15°4 of coffee (12) and 30% of soda’sales I-
(Adamson, D., personal communication, 1995) are noncaffeinated. In addition, several “lite”
coffees with “half’ the usual caffeine content have been marketed without kctual statements of
caffeine amounts. Finally, new clear caffeinated waters Ca.I’Ieasily be mis~en for being
caffeine-free. In summary, the market is changing such that simply listing the presence/absence
of caffeine in fine print in a list of many other ingredients is insufficient.: It is ironic that many
consumers are choosing foods based on caffeine content but cannot discern how much caffeine is
in them whereas consumers rarely choose foods based on their vitamin content but can find their
vitamin contents on every food.

,, -—- r.,.<;! 3,
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We are suggestings mg per serving as the dose of caffeine in ‘afood at which labeling’
should occur. Recent evidence indicates doses as low as 10 mg can produce mood changes that
are discriminated by humans (16) and doses as low as 25 mg can induce caffein~ self- ,’
administration (17); i.e., use of a beverage for the effect of caffeine. Thus,, repeated doses of S
mg could produce pharmacological effects. Ahhough serving sizes VW ac~~~$~$hds qd
beverages, we would note that although the industry has used 5 oz as ~se@~~ & for ,
caffeinated beverages, 7-8 oz is a much more common serving size (12). ,,

1’

In summary, we beiieve the well-accepted evidence that caffeine can cause behavi@
harm, the widespread use of caffeine, and the public’s interest in knowing the ctieine content of ““

‘their foods are compelling arguments that FDA should provide consumers, with the caffeine
content of all caffeine-containing foods and beverages,

,,,,

,,
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4.

5.

6.

7.
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9.

James JE, 1Jnderst~ . Thousand Oakes, CA, Sage Publications, Inc. 1997.
Strain EC, Griffiths RR. Caffeine use disorders, in ~. Eclite$ by Tasman A, Kay
J, Lieberman JA. Philadelphia, W.13.Saunders Company, 1997.
Beck JG, Berisford, The effects of caffeine on panic patients: Response components of
~iety. ~ 1992;405-422.
Griffiths RR, Evans SM, Heishman SJ, Preston KL, %.nnerud CA, Wolf B?:Woodson PP~””i
Low-dose caffeine physical dependence in humans. ~
1990;255:1123-1131,
Grifliths RR, Mumford GK. Caffeine--A drug of abuse? in ~ ~ t ‘

~. Edited by Bloom FE, Kupfer DJ. New York, Raven Press,
1994.
Uhde TW, Caffeine provocation of panic: A focus of biological mechanism, in

NeurQMQ@Yof pmlc DIS@x
. .

. Edited by Ballinger JC. New Yo~k~~~:q }iw, Ina;wi!,

1990.
,, ,, ,,

,:,,i.,. ‘,
American Psychiatric Association, ~

I ,“,~,.

Fo~
. .

. Washington, American Psychiatric Association, 1994. .
Hughes JR, Oliveto AH, Bickel WK, Helzer JE, Higgins ST. Indic@w.q!c~e@ ‘
dependence in a population-based sample, in ~e. 1992. NQA

,.

~. Edited by Hamis LS, Washingtotii ~$, ~ov’t Printing Office, ,
1993.

,,, ,. ., ;,)’:; ~“,

Bernstein GA, Carroll ME, Crosby RD, Perwien AR, Go FS, Benowitz NL. Caffeine ~“:’”’~7, ‘
effects on leaming, performance, and anxiety in normal school-age children. ~ , ~~

Id A~ 1994;33:407-415.

(’<
-. !,, ,, . . .
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10.

11.

12.
13,

14.

15,
16.

17.

I (

Bernstein GA, Walters N, Crosby R, Perwien A, Carroll M, Benowitz N\ !@ffeiqe )
withdrawal and the effects in normal children, in ‘ “

:! /

ti~ ofc~
,! .’ S!,.,*.,,~%{ , ,

1996.
.,.-’{ :’ ,:~~,;: ... . . .

Hale KL, Hughes JR, Oliveto AH, Higgins ST. CafTeine self-~~stratlbn and~ ~ !
,rfo,:’

subjective effects in adolescents. ~
y .J

‘1995;~~~@4;*~~’~~rl’’:’i’;‘1;X ‘
Barone JJ, Roberts HR. Caffeine consumption. rood

,, c,:~p$ ;$(:1!1$42K.

Hughes JR, Oliveto AH, A systematic survey of caffeine ktiei I~$$$&_

~t in Press.
, ,/, :’/:,’,,~,, !f!’

Morgan KJ, Stults VJ, Zabik ME. hount and dietary sources o! c&e~~@d ia+harin ~~,.
intake by individuals ages 5 to 18 years. ~’l~82;2:,2+6-307.
Liebman B. The changing american diet. ~ l~f~;8-9.
Griffiths ~ Evans SM, Heishrnan SJ, Preston KL, Sannerqd CA, wolf&, Woodson PP;
Low-dose caffeine discrimination in humans. ~ 19$&2:970.978.
Hughes ~ Oliveto AH, BickeI WK, Higgins ST, Badger ‘GJ~ThP ~bilit$~f low doses of
caf$eine to serve. as reinforcers in humans: A replication. ‘‘ ;1995;
3:358-363. m;’ ,,,. {:,,

I
flI. ’k, [lf:,l!,’‘ f‘, (,<

!’ ,!,
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Professor, Dept of Psychiatry
Dept. of Psychiatry
University of Vermont

Roland R. Gti~, “Ph.D. ‘ ‘Avra.&GoldsJein, M.D.
Professor l%of?ssor Em&itus
Depts, of Psych and Neuroscience ~, Dept.l~f Phtiac@~~
Johns Hopkins University ~, S@$@d University,!,.,, T,.

,. ,..
1’ f ;,.,.,,,
{’ !,,;.,

Enclosed are signatures of other scientists who agree with our Pehtion. ~~~~; ~~~

,..

.,

If you have questions about this proposal, please contact John Ri,Hughes, M.D. via phone:’
(802)660-3065; Fax: (802)660-3064, email: john.hughes@uvm.edu or @ail: Hwan Behavioral
Pharmacology Lab, University of Vermont, 38 Fletcher Place, Burlington, Vermont 05401-1419.

.,;’ ,,
.. - ‘. :“ }.. . .,, . .,,...

We underst&d the Center for Science in the Public Interest will also bekending:~ @ition
on caffeine to you in the next few weeks. We would like our petitic)n to k considered along with
this. We would appreciate a written response to our proposal to be forwtided to’Dr. Hughes after
receipt of the CSPI paper.

f,,.,,,.,,!
, ,:

‘1

,, ,.
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‘Name \Title Department ,Affiliation \City [State ]Fax Number

Neal Benowitq Ph.D. Professor Psychiatry San Francisco General Hospital

L’------”-

San Francisco ]CA 14152064956
(Gail Bernstein, M.D. Assk;ate Professor Psychiatry

F=-”

Univer;ty of Minnesota Med School MIMapojis

“----” ..=;-...

ti [6i26265591
Marilyn Carroll, Ph.D. Professor - Psychiatry ‘“” ~fi;ersity;f Minnesota “-

—— —...
M[mpolis fi’ F~26248935 -

Suzette Evans, Ph.D. [A:sistant-Professor Psychiatry NY “State Psychiatric Institute ‘-”
———— -——._ J

‘New York NY \2127958860
Jack E. Henn~ngfield, Ph.D. Professor - ‘“- ‘“-”

.—. . .—.

j
Pinney Associates, Inc. -

-“-:----”-l

Bethesda ‘-- MD ~~0171 80034 ‘“
Frank Holloway, Ph.D. Professor Psychiat~”’~ Behavioral Science

.—-— -— __ . .._ ..___
U~lV:r of Oklahoma Hlth Sciences Ctr oklah~a City OK j4(1527 12356

—-.—.

Steve Holtzman, ‘Ph.D. Professor Pharrna;ok~
.— .-

Emory University School of Medicine Atlanta
—.

~GA

1

4047270365”
Leonard Howell, Ph.D. Research Scientist Pharmacology Emo~ University School of Medicine Atlanta

Jack James, Ph.D.

;’~:--:

. .———..
GA 4047271266

Professor’ Psychology
-—

LaTrobe Uriive&i~
—— .—

Australia j 01[61394791783
Lynn T: Kozlowski, Ph.D. ,Professor ~Behavioral Health Pennsylvania State University - University pa~- “’”“PA ~81486~7<~5

Jm”es D. Lane, Ph.D. IAssociate Research Professor Psychiatry & Behavioral Health Duke University Medical Center Durham “- NC ]9196848629
Anthony Liguor”i, Ph.D. Assistant Profe=r ‘“” Physiology & Pharmacolo~-

i

l%w-man G“&y-~hool of Medicine”’ Wmston.sal~ NC
:---——- -- - -.. –.–.

—.
Afison Oliveto~ ‘Ph.D. Assistant Professor “- Psychiaoy

L
9107168501———__.__ .._ ._ ._>._ ----

VA Medical Center West Haven CT /2039373478_. .. ...
John D ‘Roache, Ph.D. Associate ~ofessor -

--
Psychiatry - Psychiatry Mental” ~-;ence Houston ‘-”—-7fi3~2;

Jd”-E. -~ose; Ph.D. Chief” “- “- “- ‘- Nicotine Resea~h Lab-

‘“” “-:’ ‘“-F”’:- ““~ ---’ “- -

Veterans Administmtion Medical Ctr

Craig” iiush, Ph.D. Assistant ‘%ofessor “&ychiatry & Human Behavior
]?:rh~m ~T-~~gf

. .. . .

U;;VerSi~ of Mississippi Medical CM Jackson---—-— MS _~~198458~~

Kenneth Silverman, Ph.D. Assistant ‘Profk&or
.—..—....—.—.— .—._
Psychiatry & Hurnh ‘Behavior

—.. .
Johns H“opkIns University iBaltimore E M-D i410s501483—.— .-—.——

Roger D. ‘Spealman, Ph.D. Professor - ‘“” ‘- - Behavioral Biology” ‘-’ NE Re&nii %nate “Res&zrch Ctr

+

Southtxmough TMA

T

5086248197 –——.
Eric St&in, M.D. Assis~~Profess& Behavioral Phamnacology “”-

——-——
Biokhavioral Biology Research Cti-”-.—..— . . Baltimore-i- 4105x)o030 –

Thorn-m W. Uhde, M.D. Iprofessor Psychiatry

~Doctor of Nafi-ral Sc;ence -

‘-----~1-”--~3~fi--”’”“-lWajrieStXel%jveXi&--’-”--”’ -- “~~~ojt

phi]ic) Woodson. Ph.D. IInteiii~entsia. Inc~” -‘ ‘“ %XGrMxrGir lN-l--

—- -

—.— .
—
.=-

..-.
—--..

,,
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6/30/1997 14:56 A GOLDSTEIN to JE HENNEY
Attachment 2

‘ hdNp~Cotistiomr Mckel Ftid~-M.D.
5600FishersLane
R&m 1471
Rockville,MD20857

Dear Dr. Friedman:

In 1981, the Food and DnJg Administration(FDA) began advising pregnant women to
“avoid cafibine-containingfbods and drugs, impossible,or consurm them only springly.”l We
mnpliment FDA fbr continuing that advisory to pregnant women. Since 1981, a growing body
of evidence su~sts that cafiiine consumption by worm who are pregnant or might beconw
pregnant inmases the risk of delayed conceptio~2+ Ma] growth @wdation7-13and
miwrriage.14-’6

In addition to the effixts on repmductio~ cdikine has been shown to aflkct calcium
balance and may contrilxte to decreased bone &nsity and osteoporosis.17”2]While the efkt of
cafiidneon calcium balancemaybe modest the impact on tk public’s health could be signifimt
because many Anwricanwomen consume inadequate amounts of calcium.

‘ .,,,<:, ,,,

“1

CatWinealso can cause behaviond efikcts, includinganxiety,sleeplessness,addictioq and
withdrawalupon cessation ofcmsurnption.n-n Those behavioral eflixts have been xeported in
childm as weUasin aduks.=rn

.?,!i,i,.,

k additio~ many children consume large quantities of (and maybe addicted to) sofl
.,

.,

drinb and other caflkinatedbevera%q which are often high in calories and devoid of nutrient%in
place of more nutrient-&nse beverages such as fruit juice and milk. 1994 USDA data show that ~
teena~rs drink more soft drinks than milk.n They also show that children under 5 yews dmnk
16% less milk than in the late 1970s and 23% nxxe sofl drinks,w In another study, children who
conaunwd om or rmm sofi drinks a day consumed odlfih less calcium than children wtm did
m)t drink sofl drinh3] I

, .> ;.v, ~’

To give consurwa nx.m information to mab educated decisions about cafbti !’ , /,
wnsumption we urge that tlMFDA implementthe tbllowing measures. ,,

L TIM Food and Drug Administration sboukl require that caffeine content be disclosed on
ibod Iabek,

Cafiiine is present in a variety of ibods ad beverages. It is fbund not only in cofk, ~
and colas but also in other sofi drir@ caf?ki.natedwater, ice c- ad yogurt, It is difficult for \/’,,,,,.:
conwnwrs to predict the cafikim content of manyof those bds and beverage%since many of
the products are rwwaxxlthe levelsof catlline vwy widelybetween bnmds. For example,
Cafliinatedbottkd wat.m, marketed only sirw 1995,contain anywhere flom 5+125 mg of
caflkim per half-literbottle. Also, collix+flavored products such as coflbe yog&t and cofike ice

!.,,
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cream can contain as nuch caflkine as cola or tea.

PA(3E 5/8 Ri8htFAX

b

Many Americansare interested in infbnnation about the cafkine content of hods and
bevemges so that they can manage their intab, Drivers who wish to stay awake ad students
studying fbr exams may rely on caflkine to help them stay alert. The pazwtsof young children
mightwish to limittheirchildren’s consumption of bevera~s containing this stimulant close to
bedtime. Pregnantwomen may wish to choose products with less caflkineor entirely eliminate
caflkine from their diet. Others might wish to limit their cafiine intake to help prevent aide
ei%cts such as nervousns~ irritability,or skeplessness.

Thu~ we urge the FDA to require that fbods that contain significantamounts ofca~ixw
(either naturally or as a hd additive) disclose on the !&xl label the amount of caffeine (in
rnilligmms)per sewing.

, .“., :,
,

I

IL FDA should conduct a tborougb review of the health effecls of caffeine and determine
what other actions should be taken to protect the public from any adverse eff’ts of
caffeim

CafMne is the oniy chug that is widelyaddedto the &d suppiy. It is consumed by a
lar~ proportion of the population Caffeine is an addictive stimulant, Scient&c research has
demonstmted that MHne consumption afikcts repmductioq behavior, and bone-mimxal
rmtabolism and has ne~tive nutritional consequences fbr children.

TiE FDA should cduct a though review of tlw eflkcts of cafkine on &alth and
behavior to determine iftirther regulatory or educationalactionsshouldbe takento infbrm
consunxxsaboutadverseefikctsassociatedwithcafik.ineconsumption. ! I

)

““ y’:: , ‘ ‘
f

1

Sincerely,

,, ,,

..

,,

.,, ”

1,, ,



(
‘ C,S,P, I.

,

6/30/1997 14:56 PAGE 6/8 RightFAX

1’ @ “

, !!

Rcfersmcss

2. Wileq A.,WeinbergC.R, Baird D.Caffeinatedbmrages anddecreasedfertility.(L+uttcr).J!2wce(
1988;2:1453-5.

, 3. Grodste@R, Gel_ M.B.,RyamL.,Cramer,D.W.,Relatimof femaleinfdlity to consumptionof
caffbinatmlbeverages.AnericanJournal ofEpiukmiology,1993;137:1353.1360.

4. Stnokq C.K.,and (hay, RH., Effectsofe@ine euswmptim ondelayedeoneepticn.AmericanJimma/
ofEp/&miology1995;142:1322-1329

S.Williams,M.A.,Mens~ RR, Gol&naQMB., MittemicrcR, Ryaq KJ., Coffkeandddflyed
cxxleeptionLima?{1990;335:1603.

6. Bohunsr,F.,Oisq J., Rcbagliato,M, Bisant~L.,andtheEuropeanStudyGrcupm Inf&@tyand
Subfmdity, CafTeineintakeanddelayedeoneeptkxxa EuropeanMulticenterstudyca inf~ty and
subfemndity.AmericanJountal ofEpidemiology1997;145:324-334.

7. Martiq T.R, andBraekeqMB., Theassoeiaticmbetweenlowbirthweightandcaffeinemnsumpticm
&ringprepaney. AmericanJournal ofEpidemiology1987;126:813-821.
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!“.

1:
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I ,,, , ,, ,,
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. ,,
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Chronological history of the petitions and related correspondence.

October 3, 1997: Dr. Hughes (having had no response from FDA) asked about the
status of our petition and enclosed an article from the Journa/ of the American Dietetic
Association (February 1997, page 179) containing a table showing how widely varied is
the amount of caffeine in various caffeinated soft drinks -- from 5.2 to 55.8 mg per 12-OZ
serving, yet the consumer has no way of knowing the amount,

November 20, 1997: A small revision to our petition was submitted, setting a threshold
of 5 mg per serving for disclosing the amount of caffeine on the label.

January 28, 1998: Dr. Hughes noted, in a letter to Dr. Michael Friedman, that FDA had
not responded to the petition.

January 29, 1998: Elizabeth Campbell, for FDA, notified CSPI that FDA had not reached
a decision within the first 180 days of receipt of the petition. She stated that the petition
“raises complex issues” and that FDA was “reviewing critical studies on the major
issues...”

August 7, 1998: Dr. Hughes again requested information on the status of the petition.

August 31, 1998: Elizabeth Campbell sent Dr. Hughes essentially the same letter she
had sent CSPI six months earlier -- “raises complex issues” and “As soon as our
evaluation is complete, we will notify you of the decision.”

December 1, 1998: Sixteen months having passed without a decision, Dr. Hughes again
wrote to Elizabeth Campbell requesting action.

April 30, 1999: Twenty months having passed, Dr. Hughes yet again wrote to Dr.
Friedman requesting a status update.

July 14, 1999: Now two years since the original petition was filed, Dr. Hughes wrote
again to Dr. Friedman requesting a status update.

August 5, 1999: Virginia Wilkening (Acting Director, Office of Food Labeling) wrote to Dr.
Hughes, repeating the claim that our petition “raises a number of complex issues.”
Furthermore, she stated that our petition would be considered “among our program
priorities for the calendar year 2000.

-------------------


